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The Status of Claims: 
Claims 1-11 are pending. 
Claims 1-11 are rejected. 

DETAILED ACTION 

1 . Claims 1-1 1 are under consideration in this Office Action. 

Priority 

2. It is noted that this application is a 371 of PCT/US05/03499 (02/04/2005 which 
claims be3nefit of 60/542,554(02/06/2004). 

Drawings 

3. None. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-1 1 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 1 , the term "substituted " is recited. 
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This expression is vague and indefinite because in tlie absence of tlie specific 
nnoieties intended to effectuate modification by the "substitution" or attachment to the 
chemical core claimed, the term "substituted" renders the claims in which it appears 
indefinite in all occurrences wherein applicants fails to articulate by chemical name, 
structural formula or sufficiently distinct functional language, the particular moieties 
applicants regards as those which will facilitate substitution, requisite to identifying the 
composition of matter claimed. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described In a printed publication In this or a foreign country or In public 
use or on sale In this country, more than one year pnor to the date of application for patent In the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated clearly by Lago 
et al (WO01/53254A). 

Lago et al discloses the following compounds (see page 9, lines 25-30): 
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4-{3-Cyafio-4-|(R)-3-(l,l-^methyI-2-m|>itbaleo-2-3'l"e-t^^^^ 
piopoxyj-phenyl } -Isatyiic add; 

3- 1 2-Cyaeo-3-|XR)-3-(24nd^m-2-5»1- 1 
piienyi}~propiOBic acid, elliyl ester; 

4- 1 2-CyatiQ-3~|(R)-3-(24lidM-2-yl-l J -4imetbyl-e% 
plieiiyi I -butyric acid etliyl ester; 



Claim Rejections - 35 USC § 103 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

The following Is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 

forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set fortli in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 1-1 1 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Lago et al (WO 01/53254A). 

Lago et al discloses the followings(see page 2 .lines 25-30). 

The present invention comprises novel calciam receptor anEagonists 
represented by Formula (1) licreiobelow mid their use as calcium receptor atitagoiiists 
ill the teatmeat of a variety of diseases associated with abnormal bone or mmeral 
homeostasis, mcinding but ml limited to hypoparathyroidism, osteosarcoma, 
periodontal disease;, fraotsire healing, osteoajthdttSj rfaeuimtoid arteitis, Paget's 
disease, humoral hypercalcemia associated witii malignancy md fracture healing, 
and osteoporosis. 




'A 
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wherem: 

A is ail aiyl or fbse4 my% dihydro or tetrahydro fused aiyi, lietemaryl or fused 
heter oaryl, dihydro of tetmfaydro fused heteroayl, misiibstituted or siibstitoted with 
any substitueai berag seieoted fmm the group consisfeg of halogen, C|^alkyi, C|„ 
4alkoxy, CF3, and OCF3; 

X j and X5 are independently selected from the group consisting of H, imlogesnj CM, 
aod NC)2, provided that either X| or X5 is H; 

X2, X3 md X4 are selected from the group coMisting of H, balogeu, 0-C|»4 alkyi 
md J-K, wherem: 

J is a covaieut bond, alkylene, O-aJkylene or aikmyiene; 

K is selected from, the group coasisdng of, CO2R5, CONR4R'4, and NR4R'4; 

R4 and R% Br& mdependectly H, alkyl, aryi or heteroaryi; 

R5 is H, aikyi, or alljyl-(0-allc>1)ijrO-alkyl; 

0. is ati integer from 0 to 4; and 

m is an integer from 1-3. 

(see page 4 .lines 10-25). 

Tine following compounds are exemplified as below:(see page 9, lines 25-30): 

|jropoxy]~piienyl }-batyric acid; 

3- f 2»Cymio-3-|XR)-3~(24ndaa-2-yl-l 4-diiiietliyl-ethylaimno)-2~h^^ 
ptienyl} propioBic acid ethyl ester; 

4- |2-Cyano-3-|(R)-3-(24ndM-2-yi-lJ-dimetiiyi-etiiyIa]^no)~2~^^ 
pheiiyl hbutydc acid ethyl ester; 
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M a prefeixed embodiuieiit of the pfeseat jjweutioii, the present coEipomid is 
co-admiiHsteitsd with an aiili-resorptive agsiiL SiiitaMe aiili-fSBsorpttve agents for co- 
adtxiaiistration inckidsj Imt are aot limited to estrogen^ 1^ 25 (0E)2 vitamm D3 , 
calcitonm^ selective estrogen receptor modulators, vitronectin i^ceptor antagonists, 
V-H-i-ATPase itiMbitors, src SH2 antagomsts, feisphosphonates md catfaepsin K 
iftiiibilors, 

(see page 18, lines 23-25): 



The instant invention, however, differs from the prior art in that the claimed 
compound is 

phenyl I -butyric acid ethyl ester. 

Even so, the prior art discloses a similar compound (see page 9 , lines 29-30): 

4-{2-Cyaac>-3~[(R)-3-(2^mdaii-2-yl-!4-dimethyi-etliyiaffi^ 
ptayil-but^'ric acid Qthyl estor; 

They are in a relationship of positional isomers. It is well established that position 
isomers are prima facie structurally obvious even in the absence of a teaching to 
modify. The isomer is expected to be prepared by the same method and to have 
generally the same properties. This expectation is then deemed the motivation 
for preparing the position isomers. This circumstance has arisen many times. 
See: Ex parte Englehardt, 208 USPQ 343, 349; In re Mehta, 146 USPQ 284, 
287; In re Surrey, 138 USPQ 67; Ex Parte Ullyot, 103 USPQ 185; In re Norris, 84 
USPQ 459; Ex Parte Naito, 168 USPQ 437, 439; Ex parte Allais, 152 USPQ 66; 
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In re Wilder, 166 USPQ 545, 548; Ex parte Henkel, 130 USPQ 474; Ex parte 
Biel, 124 USPQ 109; In re Petrzilka, 165 USPQ 327; In re Crownse, 150 USPQ 
554; In re Fouche, 169 USPQ 431 ; Ex parte Ruddy, 121 USPQ 427; In re 
Wiechert, 152 USPQ 249, In re Shetty, 195 USPQ 753. 
For example, "Position isomerism lias been used as a tool to obtain new and 
useful drugs" (Englehardt ) and "Position isomerism is a fact of close structural 
similarity" (Mehta, emphasis in the original). See also MPEP 2144.09, second 
paragraph. 

Therefore, it would have been obvious to the skilled artisan in the art to be 
motivated to prepare the position isomers as an alternative due to their structural 
similarity. This is because the isomer is expected to be prepared by the same method 
and to have generally the same properties. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taylor Victor Oh whose telephone number is 571-272- 
0689. The examiner can normally be reached on 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding tine status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Taylor Victor Oh, MSD,LAC 
Primary Examiner 
Art Unit :1 625 

/Taylor Victor Oh/ 

Primary Examiner, Art Unit 1625 

8/29/08 



